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September 14, 200 & 

» ' » * ■ 

Securities and Exchange Coinmission 

Boston District Office ■ ' - " , 

'6'^'^ Floor 

73 .Tretiffiont Street ■ ", • 

Boston, Massacjiu'setts 02108 

r "^ b 

Attention;- Ian 'D, Roffman 



Office of the.Genarai Counsei 



Office of the Chief Counsel"" 
Food and Dru^ Administration 
5600 Fisher? Lane, GCF1 
RockviHe, MD 20857 ' 



Dear Mr, Roffman:. /■"... 

Attached are an additional S81 .pages (Bates WOs. FDA CBEROCTMA 
0001-0563 and FDA OCC OOl-.OlS) .that are responsive to your. April 
21, 5006, request made pursuant to 21 C.F.R-. § 20.85'. In that - . 
'letter, you requested certain docvunents" that .the defendants'- in 
SEC V. Biop ur ^ , Q iv/ A. Ifq, 05 -llg53-PBg (D.Mass.) seek". as "• 
"discovery "in tliat case. You also sought 'aiuthority. to further 
disclose those documents to t;he defendants. 

These documents are bfeing disclosed to SEC- subject to the 
limitations set forth in a letter to- you dated June ,28, 2006, 
from David K. Elder , FPA's Director- of Enforcement/' a copy of 
which is attached. These documents contain significant Biopure 
confidential commercial information (CCI) . ' Consistent with'Kr. 
Elder's letter and;-priar FDA docuTXtetxt releases to your office/ 
these documents may not be (iisclosed to the defendants until you 
obtain consent from Bi6i>zire to" disclbee its CCl and provide PDA 
with a copy of Biopure' s^ consent. 

If you- have any questions, please contact me at 301-827.-2802. . 
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Associate Chief Counsel 



Enclosures . 



. v ^ 



"■■'»wi=-"*^i"!Mll»=D3^.-^KtfJHTlltETfl5FWT*Hpr=^^^».T.-:i^™'H^-- 



